Food and Drug Administration Office of Regulatory Affairs 

Summary Report 

For Sample Number: 744517 » ' ' ^ 

TD Sample Number: Import Sample Number 

This is an accurate reproduction of the original electronic record as of 12/12/2012 


Sample Class: Normal Everyday Sample Sample Origin: Domestic Sample Basis: Other-Compl 

Sample Flag: Sample Type: Official Collecting District: NOL-DO 

Home District: Orig C/R and Records To: NOL-DO Collection PACs: 56R814 

Product Name: Methylprednisolone Acetate (Glucocorticoid); Human - Rx/Combination Ingredient; Sterile Liquid 
Product Description: Methylprednisolone Acetate 80mg/ml packaged in 1ml clear glass vials. (Con't in Remarks) 

Collection Reason: Collected as part of an investigation of an Aspergillus Meningitis outbreak. Analyze for sterility and 
chemical composition. 


Lab: NRL 
District 
Conclusion: 


Split Num:0 Date Received: 10/06/2012 

District Conclusion 
Made By: 


Disposition 

Reason: 


Disposition 
Authorized By: 


Date Out of Lab: 12/12/2012 
District 


Disposition 
Authorized Date: 


Performing Org PAC 

LID 

PAF Compliance No 

Lab Class-Description 

Laboratory Status 

NRL-MSB-K 56R814 

Lab Conclusion 


NAR 

3 - Adverse Findings 

Completed 


Viable microorganisms detected in 16 of 16 units tested. 

Gray/Black mold was isolated from 16 of 16 units tested. 

Yeast-like organisms isolated from 16 of 16 units tested. 

No obvious foreign material observed under direct visual examination of 1 6 of 1 6 units examined 
All media, equipment, environmental and system controls were negative for growth. 

Lab Conclusion Date Lab Conclusion Made By 

12/12/2012 Braut Taormina, Jasna 
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ANALYST 1. PRODUCT Methylprednisolone Acetate 80 mg/ml 2. SAMPLE NO. 744517 

WORKSHEET 

3 . SEALS 4. DATE 5. RECEIVED FROM 6. DISTRICT OR LABORATORY 

■ X INTACT RECEIVED Jasna-Braut Taormina NRL 

NONE BROKEN 10/9/12 

7. DESCRIPTION OF SAMPLE: One brown paper bag officially sealed “744517, 10/5/2012, Bonnie E Pierson, Investigator” 
and identified “744517, 10/5/2012, BEP” containing 8 clear plastic whirl-pak bags each identified “744517, 10/5/2012, BEP” and 
sub numbered 1-8. One whirl-pak bag (Sub # 1) contains one intact vial of product. Six whirl-pak bags (Subs # 2-7) each contain one 
intact foil pouch containing 5 vials of product. One whirl-pak bag (Sub # 8) contains one opened and empty foil pouch. Total 3 1 vials 

of product received. Sample received at room temperature. 

o KijT _ NOT APPLICABLE DECLARE/UNITS 1 ML 9. LABELING ORIGINAL SUBMITTED 

_X NOT DETERMINED AMOUNT FOUND 2 sets COPIES SUBMITTED (copies of photos) 

CONTENTS .UNITS EXAMINED % OF DECLARED NONE 

1 set of photographs submitted 

10. SUMMARY OF ANALYSIS 

A. CONTAINER: Primary: Clear glass vial with a metal crimp closure with a white plastic flip-off cap. Vial measures 
approximately 1 .5 cm diameter x 3.5 cm height. Secondary: Heat sealed foil pouch measuring approximately 1 3.5 cm X 1 1 .5 cm. 

B. LABELING: Commercially printed paste-on paper labels affixed to glass vial and foil pouch 

C. CODE: “Lot#062920 1 2@26” “Discard after 12/26/2012” Printed on paper label affixed to glass vial and on paper label affixed 

to foil pouch. 

“8/14/2012” printed on paper label affixed to foil pouch. 

D. PRODUCT: White opaque free flowing suspension. 

E. ANALYSIS: Examination for viable microorganisms (Sterility). 

Direct Visual examination. 

F. METHOD: USP 35-NF 30, 2012, Volume I, Section <71>, Sterility Tests, pp. 69-74. 

Sterility Analytical Manual, 3 rd Edition, August 1997, pp. 5-17. 

See page 3 for specific methodology. 

G. UNITS TESTED: Sixteen (16) of thirty-one (31) units tested (Subs # 1-4). 


H. RESULTS: Viable microorganisms detected in 16 of 16 units tested. 

Gray/Black mold was isolated from 16 of 16 units tested. 

Yeast-like organisms isolated from 16 of 16 units tested. 

No obvious foreign material observed under direct visual examination of 16 of 16 units examined. 
All media, equipment, environmental and system controls were negative for growth. 


1 1. RESERVE SAMPLE: One brown paper bag officially sealed "7445 1 7. I I 29/12. Jeffrey Kohn, Analyst’ 
above containing 8 whirl-pak bags each identified as in # 7 above. One whirl-pak bag (Sub 1) contains one opi 
which is identified “744517, 10/9/12, JK, 10/1 1/12, JK, Sub 1” Three whirl-pak bags (Subs # 2, 3 & 4) each c< 
pouch containing 5 opened and empty vials. Each pouch identified “744517, 10/9/12, JK, 10/11/12, JK” and si 


respectively. Each vial identified “10/11 
containing 5 vials of product which wen 
idcntified‘~“7445 1 7, 10/9/12, JK, Sub 8” 

12. ANALYST SIGNATURE 

LS&FfAeY Kvb 

Ij, . . i'--i ( SuSGUSl / 


12, JK”. Three whirl-pak bags (Subs # 5, 6 & 7) each contain 
not analyzed. One whirl-pak bag (Sub # 8) contains_ongopei 

(Continued on Page 2) 

(t/) Broke Seal 13. WORK ^ aY I \T 

SHEET ^ 

CHECK 


” identified as in i 
ened and empty v 
ontain one openei 
ub numbered 2, ! 
act foil pouch eac 
empty foil pouch 


Attachments:/}^ 
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gen rral^contin u ation Methylprednisolone Acetate 80 mg/ml 


Continuation of # 11 (Reserve Sample) 


Seven representative isolates obtained from MEA plates with drop of product (see page 7 ) were subcultured onto duplicate screw-c 
Sabouraud’s Dextrose Agar slants. One set of 7 slants were placed into a whirl-pak bag and the duplicate set was placed into a secon 
whirl -pak bag and both officially sealed “744517, 10/16/12, Jeffrey Kohn, Analyst”. Each slant identified “744517, 10/16/12, JK” ar 
sub numbered 1, 2A, 2B, 3 A, 3D, 4A and 4D respectively. One set of slants was sent to CDC for further identification on 10/16/12, 
and the second set stored refrigerated at NRL. Two representative isolates obtained from plated 14 day broth medium ( see page 8 ) 
were subcultured onto duplicate screw-cap Sabouraud’s Dextrose Agar slants and placed into a whirl-pak bag and officially sealed 
“7445 1 7, 1 1/7/12, Jeffrey Kohn, Analyst”. Each slant identified “744517, SCD/MEA, 1 1/7/12, JK” and sub numbered 2B and 3B 
respectively. Isolates stored at refrigerated temperature at NRL. Sample was kept in a locked cabinet throughout the analysis. 1 he 
sample was returned to Franco Pacheco, Sample Custodian, on 12/3/12. 


fy/C 
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tinuation sheet 


Product Methylprcdnisolone 
Acetate 80 mg/ml 


Methodology-Direct Inoculation ( Vials 


Sample No. 744517 


1. Sample Preparation: 

The number of unit (s) (\ vial (Sub# II and 3 intact foil pouches each containing 5 vials {Subs # 2 -4)) to be 
examined were each wiped with 3% H 2 0, disinfectant solution. The disinfected units were then placed inside 
the disinfected stainless steel pass thru of the clean room and left for up to an hour. Analyst wore sterile latex 
rubber gloves during the disinfection procedure (JX )■ 

2. Preparation of the analytical area and personnel: 

Within the gowning area the analyst (s) dressed in garment (s) consisting of hair net, mask, shoe cover, sterile 
hood, sterile jumpsuit, sterile booties and sterile latex rubber gloves. All transfers ot product to growth 
medium were aseptically performed within a horizontal laminar flow hood (LFH) and/or the Bio safety cabinet 
(BSC) located within the bio-clean room. All surfaces within the LFH &/or BSC were thoroughly disinfected 
with filter sterilized 70% alcohol prior to analysis of the sample yX/Stf). 

3. Analytical procedures: 

The unit (s) was/were placed within the LFFI. The three foil pouches were each aseptically opened with sterile 
scissors and the 5 vials from each pouch were removed The unit (s) was/were disinfected with 70% 

filter sterilized alcohol and allowed to air dry under the LFH (M/4/F). For each unit the flip off cap was 
aseptically removed with sterile 10” forceps, and by using sterile 1 CC syringe ^ 0.5 ml of the contents 
were aseptically delivered into SCD medium and & 0.5 ml delivered into FI. Thio. medium yx/stf). In 
addition, one drop of the product was placed on MEA. tfz/sH' )• 

4. Controls: 

Media: All tubes of FI. Thio. medium , SCD medium and MEA plates were pre-incubated prior to use. One 
un-inoculated tube of each medium was incubated with the test tubes as closed controls 
Syringe: Two (2) syringes were used to withdraw media from each of SCD and FI. Thio. Media and expelled 
back to their respective tubes. yx/sHr)- 

System control : To monitor the sterility of the analytical technique, a system control was used. One sterile 
vial of 0.1% peptone water was aseptically opened to expose the rubber stopper by using sterile 10” forceps; 
this unit was tested using the same analytical procedure employed in setting up the sample l^X/sff)- 

5. Environmental: Two blood & two MEA agar plates were exposed for the duration of the 

analysis on the right and left sides of the hood working area (ft/Stf )- One tube each of SCD and FI. Thio. 
media were opened and exposed for the duration of the analysis as opened controls. ijX/S/f) 


6. Incubation: 

Tubes of SCD medium were incubated 14 days at 22.5 +/- 2.5 °C. Tubes of FI. Thio. medium were 
incubated 14 days at 32.5 +/ - 2.5 °C. All tubes were observed periodically for indications of possible 
growth (i ,e . turbidity) (JX ). The MEA plates were incubated at 22.5 +/ - 2.5 °C and were observed for 
growth for up to 14 days (jX)- 

7. Subculture of presumptive positive tubes: Tubes streaked onto MEA, mTSA and MAC plates. 

m fS A and MAC plates were incubated for 6 days and MEA plates for up to 14 days at the same temperature 
as original broth medium. (_/,(' ). See Pages 2~lf 
( )= Analyst performing procedure 
ANALYST(S) 
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GENERAL CONTINUATION SHEET 


STERILITY MEDIA & EQUIPMENT CONTROL SHEET 


Incubation Started: <tvt 

CONTROLS: 

Environmental Monitoring: 2 BLOOD* c nE/j agar p | a tes exposed for the 

duration of the analysis. (Maximum time of exposure is 1 hour) 

Agar Plate Growth: 0 bacterial colonies 

® mold colonies 
0 yeast colonies 


Media and Equipment Quality Assurance Numbers and Control Results: 


ITEM 

QA # 

Results 
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Results 
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GENERAL CONTINUATION SHEET 
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GENERAL CONTINUATION 
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Food and Drug Administration Office of Regulatory Affairs 

Collection Report 

For Sample Number: 744517 / x * . ~7 X 

This is an accurate reproduction of the original electronic record as of 10/06/2012 

Flag Flag Remarks 

Episode Number Origin Basis 

Domestic Other-Compln 

FEI Date Collected Product Code 

3009790807 10/05/2012 64LDK45 

Compliance Num Country of Origin 

United States 

Related Smpl Num Position Class Sampling District NDC Number Permit Number Storage Rqrmnt. 

INV NOL-DO Ambient 

Dealer is Consumer Crx/DEA Schedule Recall Num Consumer Compl. Num Brand Name 

No necc 

Product Description 

Methylprednisolone Acetate 80mg/ml packaged in 1ml clear glass vials. (Con't in Remarks) 

Product Label 
See continuation. 

Reason for Collection MFG Codes 

Collected as part of an investigation of an Aspergillus Meningitis "Lot#06292012@26" 
outbreak. Analyze for sterility and chemical composition. 

Firm Legal Name Address Type of Firm 

New England Compounding Center 697 Waverly St Framingham, MA 01702- Repacker 
8589 US 

Specialty Surgery Center, PLLC 116 Brown Ave. Crossville, TN 38555 US Dealer 

Size of Lot Est. Value RcptType Carrier Name 

1/lml glass vial + 6/5-packs of vials $ 248.00 FDA484 

in foil pouches 

Description of Sample 
See continuation. 

Method of Collection 

See continuation. 

How Prepared 

See continuation. 

Collector's Identification on Package and/or Label Collector's Identification on Seal 

"744517 10/5/2012 BEP" Subs 1-8 "744517 10/5/2012 Bonnie E Pierson" 

Sample Delivered To Date Delivered Orig C/R & Records To 

UPS Tracking #1ZA5E 814 44 9040 7578 10/05/2012 NOL-DO 

Lab w/Split Sample Lab 
0 NRL 

Document Date Document Type Document Remarks 

1 0/05/20 1 2 Other FDA 482 Notice of Inspection (annotated to reflect 

for samples) 

1 0/05/20 1 2 Other FDA 484 Reciept for Samples 

07/16/2012 Invoice Invoice #222386 from NECC for 100 units 

methlypredenisolone to be purchased by Specialty 

Date: 10/06/2012 Page: 1 of 3 


Document Number 

FORM 

FORM 

1 


Expiration Date 

12/26/2012 

Firm FEI FCE 

3003623877 

3009790807 

Date Shipped 


Sample Type FIS Smpl Num Status 

Official 13206272 In Progress 

Responsible Firm PAC Hours 

Dealer 56R814 10 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 
For Sample Number: 744517 

This is an accurate reproduction of the original electronic record as of 10/06/2012 


2 


4 


Remarks 
See continuation. 

Payment Amount 

Name of Signer 


07/16/2012 Other 

08/14/2012 Invoice 

08/14/2012 Other 


Surgery Center 

Packing slip for Invoice #222386 showing inclusion 
of 100 units methylprednisolone included in delivery 
to Specialty Surgery Center 
Invoice #225668 from NECC for 120 units of 
methylprednisolone to be sold to Specialty Surgery 
Center 

Packing slip for Invoice #225668 showing inclusion 
of 1 20 units of methylprednisolone in shipment to 
Specialty Surgery Center 


Payment Method 704(d) Sample 702(b) Portion Collector's Name 

Billed No No Bonnie E Pierson 

Date & Time of Signature Meaning 

ET 


Date: 10/06/2012 
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Food and Drug Administration Office of Regulatory Affairs 
Collection Report 
For Sample Number: 744517 

This is an accurate reproduction of the original electronic record as of 10/06/2012 


Continuation: 

Product Label 

Vial label reads in part "***METHYLPRED. AC (PF) 80 MG/ML INJECTA Lot#06292012@26 *** 1 ML *** necc ***". 

Foil 5pack label reads in part "NEW ENGLAND COMPOUNDING CTR *** 697 WAVERYLY ST. FRAMINGHAM, MA 
01702 *** METHYLPRED. AC (PF) 80MG/ML INJECTABLE 5 ML Lot#06292012@26 Discard after 12/26/2012 USE AS 
DIRECTED ***SHAKE WELL *** PROTECT FROM LIGHT" 

Description of SamDle 

Sample consists of 31 glass vials of lmL methylprednisolone lot # 0629201 2@26, of which 1 vial is loose and 30 vials are 
stored in sealed foil pouch 5-packs. 

Method of Collection 

All methlyprednisolone available at the site was collected from inventory. Sub 1 (vial) collected using aseptic technique and 
placed in sterile whirl-pak bag and closed. Subs 2-8 each placed using sterile gloves into sterile whirl-pak bag and closed. 

How Prepared 

All subs in whirl-paks were labeled with Collector's ID at collection site. On return to office, all subs were placed in a single 
paper bag, affixed with Collector’s ID, closed with continuous fiber taping method, and Officially Sealed. Paper bag was rolled 
in bubblewrap, topped with the 525, and placed with Sample #7445 1 6 in a cardboard box. (Con't in Remarks) 

Remarks 

Product Description (Con't) 

Vials have a metal top with a white plastic lid. Vials are labeled with a white labeled with black print. Vials come packaged in 
metal foil packages in packs of 5, which are labeled with white adhesive labels with black print. 

How Prepared (Con't) 

Cardboard box was securely closed and identified with Collector's ID. Box delivered directly to FEDEX agent during regular 
office pickup. 
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